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1. HASHAYEHUE

Ha6op peareHtoB  «buMoCKpuH-KCI-IgM»  npegHa3sHavyeH ANnAa  BblAB/JEHUA
MMMYHOr106yIMHOB Knacca M K Bupycam Kanudophuiickon ceporpynnbl (KCI) B
CbIBOPOTKE/NNna3mMe KpOBM YesloBEKa METOAOM MMMYHO(MEPMEHTHOro aHanu3a npu
NPOBEAEHUMN CEPOINMAEMMONIONMYECKMX M ANArHOCTUYECKMX MCCNELOBAHUM.

2. XAPAKTEPUCTUKA HABOPA

2.1. NIPUHUUN METOAA

Ha noBepxHOCTM NYHOK MOJIMCTUPOJIOBOro NaaHweTa UMMOOGMIM30BaHbl MblLUMHbIE
MOHOK/IOHaJIbHbl€ aHTMUTEela MPOTUB MMMYHOI/IOOY/IMHOB YeNoBeKa Knacca M.

BHUMAHMUE: Kaxpabii obpasew, TecTupyetca B ABYX napasnesnbHbix C- n K-
NyHKax. [lp1 MHKyb6auum o06pasLoB CbIBOPOTOYHble IgM-aHTUTENna CBA3bIBAOTCA C
aHTUTEeNaMM, MMMOBW/IM30BaHHbIMM B JIyHKax nJjaHweTta. Ha cneayowen ctaamm B
JIYHKM 106aBAsA0T cneumbmyeckmii aHtured KCI (C-iyHKa) M KOHTPO/IbHbIM aHTureH (K-
NyHKa). Ecam B uccneayemom ob6pasue npucyTcTtByoT IgM-aHtMtena Kk KCI, 10 B
npouecce MHKY6auuMu  BUPYCHbIM  aHTUreH cneuuduyeckn  CBA3bIBaeTCs C
CbIBOPOTOYHbIMM IgM-aHTUTENaMM, B JIYHKE C KOHTPOJIbHbIM aHTUI€HOM CBA3bIBAHMSA He
npoucxoamT. Ha cnepytowen ctagum BHOCAT KOHblOraT, NpeacTaBAAOWMM CO60M
cneunduyeckme aHtutena Kk KCI, MeyeHHble nepokcuaason xpeHa. MNocne yaaneHus
(OTMbIBKM) He CBA3ABLUMXCA MOJIEKYN KOHblOrata B JIYHKM MNAaHwWeTa Ao6aBnaioT
pabounMn pactBop TMB, BKaw4awWMM cybcTpaT M xpomoreH  3,3,5,5'-
TeTpaMeTUN6eH3naMH. lepoKcraasa KatanmsmpyeT peakumio OKMCIEHMA XPOMOreHa
(TMB) B NnpM1CYTCTBMM NEPEKUCHU BOAOPOAA, YTO NPMBOAMT K 06pPa30BaHMIO OKPaLLEHHOIO
NpoayKTa. WMHTEHCMBHOCTb OKpPaCKM MNPSMO  NPOMOpPUMOHasIbHA  COAEPKAHMIO
cneumdmryeckux IgM-aHTMTen B obpasue.

[locne OCTaHOBKM peakuMM CTOM-peareHTOM MHTEHCMBHOCTb OKpallMBaHMSA
pacTBOpa M3MEPSAIOT Ha CNeKTpodoTOMETpe NO ONTUYECKOMY MOrIOWEHUIO NMPpU ASIMHE
BOJIHbI 450 HM (4/1MHa BO/IHbI CpaBHEHUA 620-650 HM).

2.2. COCTAB HABOPA

B coctaB Habopa BXOAAT ciefytolme KOMNOHEHTbI, yNakoBaHHbIE B KOPOOKY:

KoMnoHeHT OnucaHue KonnyectBo
MMMyHOCOp6eHT Pa36opHbIn MOJIMCTUPONOBBIN 96-7yHOYHbIM | 2 WT.
(UC) NAaHWeT AN MMMYHOJIOTMYECKMX peakumn C

NpO3paYHbIM MJIOCKUM AHOM JIYHOK.
MonoxuTtenbHbiM Mpo3payHasa wman  cnerka onanecumpyowasn | 0,3 M
KOHTPOJIbHbIM 06pasel, XMAKOCTb KpacHoro ugera. 1 npo6upKa
WHAKTUBUPOBAHHbIN
(K*M)
OTpuuaTenbHbIU Mpo3payHaa waM cnerka onanecuupyrowasn | 0,3 ma
KOHTpPOJ/IbHbIM 06pasel, XUAKOCTb CMHEro uBeTa. 1 NnpobupKa
WHAKTUBUPOBAHHbIN
(K'M)
Cneunduryeckun aHTureH | Onanecumpyowas KMAKOCTb  CBETNo-kenTtoro | 0,2 mn
(cnArl) uBeTa. 1 npo6upKa
KOHTPO/bHbIM aHTUIreH Onanecumpyrowas XuAKOCTb  cBeTno-*entoro | 0,2 mn
(KAT) uBeTa. 1 NpobupKa
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3aKJienMBaHUA NJlaHLUEeTa

KoHueHTpaT KoHblorata Onanecumpyrowas XuAKocTb cBeTno-xentoro | 0,3 mn
(KK) uBeTa. 1 npobupKa
KoHueHTpaT pactBopa |[leHAwasaca npospavyHasa uau onanecumpyrowasa | 25 mn
AN NPOMbIBaHMA 6ecuBeTHasa XUAKOCTb. lpn XpaHeHMM BO3MOXKHO | 2 hlakoHa
nyiaHwWweToB paccnoeHne u BbINALEHME KPUCTAI/IMYECKOIO
(MPx 25) ocajKa, pacTBopALLleroca npu temnepaTtype oT
+35 °C po +37 °C B TeyeHue 30 MUHYT.
PacTteop gnsa MNpo3payHas XMAKOCTb XENTOro useTa. 13 Mn
npeaBapuUTeNIbHOro 1 dnakoH
pa3BegeHnAa obpasyoB
(PMPO)
PacTtBop anAa pasBegeHua | [lpospayHasa MaM onanecumpytowaa 6ecusetHas | 25 Mn
o6pasLoB M aHTUIeHOB NeHALLAACA XMAKOCTb. Mpun XpaHeHuH | 2 prakoHa
(PPOA) AOMNyCKaeTCA BbiNaZeHME PbIX/I0ro KOMKYHLEeroca
ocajKa pasHoM MHTEHCUBHOCTMH, nerko
pa3buBaroLLErocs Npu BCTPAXMBAHWUM.
PactBop Mpo3payHasa wav onanecumpyowas becuseTHas | 25 mn
ANA pasBefeHusa NeHALLAACA XMAKOCTb. Mpun XpaHeHuun | 1 piaxkoH
KOHblorata A0NyCKaeTCA BbiNaJeHMe PbIXJI0ro KOMKYHLErocs
(PPK) ocajZika pa3HOM MHTEHCMBHOCTMH, Nerko
pasbuBatoLeroca npy1 BCTPAXMBAHUMA.
PactBop gna passeaeHma | [Npo3payHas 6ecuBeTHasa XUAKOCTb. 13 MN
XpOMoOreHa 2 dnakoHa
(PPX)
XpomoreH Mpo3payHas 6ecuBeTHan XMAKOCTb. 2,5Mn
(TMbB) 1 npobupKa
Cron-peareHT Mpo3payHas 6ecuBeTHan XMAKOCTb. 13 MN
(CP) 1 dnakoH
MnaHweT ana LlenbHblM UM pa36bopHbIM MNOJMCTUPONOBLIM 96- | 1 WT.
npeaBapuTe/ibHOro JIYHOYHbIM nnaHweT C Npo3paYvyHbIMM
pasBeaeHnA o6pasLoB 6eCUBETHbIMU JIYHKaMM C MJIOCKUM JHOM.
BaHHOuYKa BaHHOYKa M3 nnactmMka Ana 8-MM KaHaslbHOro | 2 wWrT.
ANA pasBefeHus fo3aropa.
peareHTOB
MneHka gna CamokneAwasaca BlaroHenpoHuLaemas njaeHka. | 2 wr.

OaMH Habop paccuMTaH Ha npoBeAeHWe 96 onpeaeneHui, BKIKOYas KOHTPOJIbHbIE

o6pasupl.

3. AHAJIMTUMECKUE U AUATHOCTUYECKUE XAPAKTEPUCTUKU HABOPA.
MEPbBI MPEAOCTOPOXXHOCTWU MNMPU PABOTE C HABOPOM
YyBCTBUTE/NILHOCTbL Habopa MO CbIBOPOTKAM CTAHAAPTHOW MaHeNW npeanpusaTUs,
cogepxawmm IgM-aHtutena K KCI, coctaBnaet 100 %.
CneumdryHOCTb Habopa Mo CbIBOPOTKAM CTAaHAAPTHOW NaHeNu NpeanpusaTvA, He
cogepxawmm IgM-aHtutena K KCI, coctaBnaet 100 %.

Cneumnduryeckmm

AHTUIEHHbIN

KOMMNOHEHT Ha6opa

peareHToB

NMOJIHOCTbIO

MHaKTMBHUPOBaH U HE COAEPHKMT l/IHCbeKLIMOHHOFO BMpyCa, O0JHAKO MnpH O6C}'Iep,OBaHMM




KIMHUYECKMX 00pa3uoB HeobxoauMMo cobaogaTb Mepbl  NPeAOoCTOPOXKHOCTM U
obpawatbCA C o06pasuamMu, CTOYHbIMM pacTBOPaMM, a TaKXe C 060pyAoBaHMEM W
MaTepuanaMu, HaxodAWMMMCA C HUMMM B KOHTaKTE, KakKk C MNOTeHUMasIbHO
MHEKUMOHHbIMK B cooTBeTCTBUM CI1 3.3686-21 (IV) «CaHUTapHO-3NMAEMMONOIrMYECKUE
TpeboBaHMUA K obecnevyeHuio 6e30nacHoOCTU Npu paboTe ¢ MbA»:

- He nNuneTupoBaTb PacTBOPbl PTOM, MpU paboTe MCNOoab30BaTb MHAUBUAYAJIbHbIE
CpeAcTBa 3aWMTbl (PE3MHOBbIE NEPYATKU U 3aLUMTHBIE OYKM);

- BC€ 0TpaboTaHHble pacTBOpPbI M OTXOAbl NOC/IE€ 3aBEPLUEHUA aHaIM3a 06pabaTbiBaThb
B COOTBETCTBMM C YCTAHOBJIEHHbIMM HOpMaMK 6€30MacHOCTM (Hanpumep, B TevyeHne 16-
18 YyacoB B pacTBOpe rMnoxJiopuTa HaTpUsa B KOHEYHOM KOHLEHTpauuu 1 %);

- BCe TBep/Able 0TX0/bl COpacbiBaTb B CreLMaibHblI KOHTEMHEP C NIOMBMPYEMOM
KPbILKOM M 3aTeM MoJBepraTtb aBTOK/JaBMPOBaHUIO B TedeHue 60 MuH npu +121°C unm
CXUraTb;

- MHCTPYMEHTbI 1 060pyAoBaHME A0 M nocae paboTbl NpoTupaTb 70 %-M pacTBOPOM
3TM/I0BOr0 CNUPTAa;

- YTUZIN3MPOBaTb OTXOAbl, CO6JII0AAA 3aKOHOAATE/IbCTBO MO OXPAHE OKPY:KatolleM
cpeabl.

4. ObOPYAOBAHME U MATEPUAJIbI, HEOBXOAMMbBIE A14 MPOBEAEHUA AHAJIU3A

- AMCTUNAMPOBaHHAaA MU AEUOHM3MPOBAHHAA BOAA;

- Ae3nHdUUMpYoWMe pacTBOPbl, COOTBETCTBYHOLME CaHUTAPHbIM TPEOGOBAHMAM;

- P€3MHOBbIE NEPYATKM;

- CMUPT 3TUNI0BbIN 70%;

- MUNETKU OAHOKAHA/IbHblE ABTOMATUYECKME CO CMEHHbIMM HAKOHEYHMKAMM,
Nno3BoJiAOWME OTOUPATb 06BbEMDI Kuakocten ot 0,01 mn go 5,0 mMa, aTTecToBaHHbIE MO
3HaYeHU0 cpeZiHeN A03bl MU CXOAMMOCTMU pe3y/IbTaToB NMUNETUPOBAHMA (MOrPELUHOCTb He
6onee 3 %);

- MMNEeTKN 8- nnau 12-KaHaibHble aBTOMATUYECKME CO CMEHHbIMU HaAKOHEYHMKaMM
No3BO/IAIOLWME OTOMPATb 06bEMDBI KuAKOCTEN OT 10 MKA A0 100 MK, aTTECTOBaHHbIE MO
3HaYEHMIO CpeaHEN [103bl U CXOAUMOCTU pe3y/ibTaToB NMUMNETMPOBAHMSA (MOrPELIHOCTb HE
6onee 3 %);

- HAKOHEYHMKM noamnponuaeHoBble BMecTUMocTblo Ao 200 mkn, ao 1000 mkn, Ao
5000 MKn;

- yeHTpudyra HacTonbHadA Ha (3-10) Tbic. 06/MUH A4N1A NOAYYEHUA U OCBETNEHUA
06pasLoB;

- NPOOUPKN LEHTPUDYKHbIE MOIMMPONMIEHOBbIE BMECTUMOCTLIO (1,5-2,2) Ma ans
Nnoay4yeHMs, XpaHeHMA, OCBET/IEHMA 06pa3LoB;

- MEPHbIM CTaKaH MU UMAMHAP BMECTUMOCTbI0 (250-500) mn;

- MepHas nocyga BMECTUMOCTbIO 10 25 Mn;

- BO3AYLUHbIM TepmocTaT Ha +37°C;

- annapar A1 NpOMbIBaHMSA NJ1AHLLIETOB;

- CNEeKTPoOTOMETP ANA U3MEPEHMA ONTUYECKOrO NOrJoWEHMA B IYHKaX NAaHLWeTa

npu anvHe BosHbl 450 HM (AMHA BOIHbI cpaBHEeHMA 620-650 HM);

- KOHTEMHEp ANA cbpoca TBEPAbIX OTXOA0B;

- KOHTEMHEpP ANA C/IMBA MCMNOJ/Ib30BaHHbIX }KMAKOCTEWN;
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- XONOAMJIbHMK C KaMepaMM, NOoALEPKMBAOWMMM TeMNepaTypHble pexmmbl +4°C 1
-20°C;

- aBTOK/1aB AN MHAKTMBALUMM OTXOZ0B;

- BaTa rMrpocKonuyeckas;

- (puNbTpoOBasbHaA Gymara.

5. AHAJIUSUPYEMbBIE OBPA3LbI

[Ana npoBeAeHMA aHaM3a MCMO/b3YIOTCA 06pa3Lbl CbIBOPOTKM MM N1a3Mbl KPOBM
yesioBeKa B 06beme He MeHee 20 MKA.

AnAa  UCKAYEHMA NOXKHbIX pe3yabTaToOB MccaedyemMble 06pasubl HEO6XO0AMMO
FOTOBWUTb M XPaHUTb B YC/IOBUAX, NpeAoTBpaLLaloLmX 6aKkTepManbHbiM npopocT. Cheayet
OCBET/IATb 06pa3upl, coAepxKalwme arperaTbl U 0CaA0K, UeHTpudyruposaHuem (10+1)
MKH npu (2500-3000) 06/MHnH. CobpaHHble 06pa3Lbl XpaHUTb NpU TemnepaType ot +4°C
Ao +6°C. Ecam obpasubl HEBO3MOXKHO NPOTECTUPOBATb B TeYEHUE 7 CYTOK, TO UX caeayeT
XpaHUTb Npu Temnepatype He Bbiwe -20°C. Mpn 3TOM peKOMeHAYyeTCA 3aMopaXKMBaTb M
oTTaMBaTb 06pa3upl HE 60/1ee 04HOro pasa.

UccnenoBaHue 06pasLoB C  BblpaXXEHHbIM  FEMOJIM30M, TMNEPAUNUAEMMEN,
6aKTepuasibHbIM NMPOPOCTOM, a TaKXe A/IMTENbHO XPaHMBLUMXCA 6e3 3amoparkMBaHUA,
MOMKET MPMBECTM K MOJIYYEHMIO NNOXKHbIX pe3y/IbTaToB.

KaxAapbii nccneayembin obpasel, HE06X0AMMO 0TGMPaTb HOBbIM HAKOHEYHMKOM.

5.1. Ans npoBeaeHMUA Cepo3nNnAEMHMONIOrMYECKMX UCCIe40BaHUM.

Copepxxkumoe dnakoHa PIMPO MHTEHCMBHO BCTPAXHYTb. MCMbiITyemble CbIBOPOTKM
pa3BecTu B NiaHweTe a4 npeasaputensHoro passegenus PINPO B 10 pa3 (90 mkn PIMPO
+ 10 MKN MUCMbITYEMOM CbIBOPOTKM), NepemMellaTb NMUNETUPOBAHMEM MM C MOMOLLbIO
BCTpAxuBaTenda. [lpy BHeCEHMM CbIBOPOTOK LBET pacTtBopa AJiAa npeABapuTe/IbHOro
pa3BeAeHMA U3MEHAETCSA C XKENTOro Ha PO30BbIM.

5.2. Ans npoBeaeHMA AMAarHOCTUYECKMX UCCNef0BaHUMN.

Ana nabopaTopHoro noaresepxaeHma auarHosa KCI' pekomeHayeTca mMccnenoBatb
NapHble CbIBOPOTKM, MOJIyYEHHbIE C MHTEpBasioMm oT 7 70 14 cyTok. KaxabiM obpasel
CbIBOPOTKM cieayeT TUTPOBaTb C ABYKPATHbIM LIAroM, HaymMHaa ot 1:100.

Pa3BeeHHble CbIBOPOTKM XpPaHEHMIO He nogsiexar!

BHUMAHMUE!

Henb3a MCnoab30BaTb KOMMOHEHTbI M3 HA6GOPOB pasHbIX CEPUM MJIU CMELUUBATb
UX B Npouecce NpMroToBJIeHUA pacTBOpPOB, KpoMe HecneumdpUuiecKMx KOMNOHEHTOB
(NPx25, PMPO, PPOA, PPK, TMb, PPX, CP), KoTopble B3aMMO3aMeHAeMbl BO BCeX
Ha6opax «BbUOCKpuH» ana ap6oBUpycHbIX UHpeKunn AO BTK «brnocepsuc>.

Mpu MHKy6auMAX He pacnoiaraTb MjaHLWeTbl CTOMKOM!

AHann3 npo6 cneayetr npoBogMTb TaK, 4YTOObl B CJlly4ae OTCYTCTBMA
aBTOMaTM4YeCKOro aHasiMsatopa Ha 04HOro onepatopa 04HOBPEMEHHO NMPMXOAMIOCH
He 60/1ee YyeTblpex NJjaHLEeTOoB.

6. MPUTOTOBJIEHUE PEATEHTOB

NMepesa HayanoM paboTbl HEO6XOAMMO BblAeprKaTb MPYM KOMHATHOM TemnepaTtype B
TeuyeHune 30 MMH Habop M BCE KOMMOHEHTbI, KOTOpble GyAyT MCNOJIb30BaHbl B aHa/IM3e.

YCNoBMA M CPOKM XPaHEHUS| KOMMOHEHTOB Habopa npuBeaeHbl B Tabamue Net.



I 1988/Im

Ta6amua Ne1
YcnoBMA U CPOKMU XPaHEHMSI KOMMOHEHTOB Habopa

Yc10BMA TPAHCMOPTMPOBKM Habopa pereHToB

MNpu Temnepatype ot | CornacHo CI1 3.3683-21 (XLVIII)
+2°C po +8°C

Mpu TemnepaType oT | B TeueHue 3 cyTok
+9°C pgo +25°C

3amoparkmBaHue He fJonyckaetca!

YcnoBus XxpaHeHust Habopa peareHToB

MNpu Temnepatype ot | CornacHo CIT 3.3683-21 (XLVIIl), B cCyxoMm, | B TeyeHue
+2°C po +8°C 3alWMLEHHOM OT CBeTa MeCTe B XOJIOAMJIbHbIX | YCTAaHOBJIEHHOrO CpOKa
Kamepax Uan B XON04MIbHUKAX rOAHOCTM, YKa3aHHOro Ha
Habope

3amMoparkmMBaHue He gonyckaetca!

CpoK rogHocTM Habopa - 12 mecaues

Ha6op C UCTEKLUIMM CPOKOM NOAHOCTU NMPUMEHEHUIO HE NMOANEKUNT

YcnoBUA M CPOKM XpaHEHUA HEMCNOJIb30BaHHbIX KOMIMOHEHTOB |-|a60pa nocsie BCKPbITHUA
MHAMBMAyaﬂbHOﬁ YNaKOBKU

KoMnoHeHT YcnoBua xpaHeHUA CpoKM XpaHeHuUA

nc Heucnonb3oBaHHble  CTpUMbl  NOMECTUTbL B | B TeyeHue 2 mecAueB
OPUrMHANIbHYKO  YMAKOBKY,  AOMOJHWUTENbHO
MOXHO BJ/IOXMTb OCYLUMTENb-CUIMKarenb. B
TaKOM BUJE XpaHUTb Npu Temnepatype oT +2°C
Ao +8°C B XONOAMJIbHBIX Kamepax WAU B

XONIOAUNIbHUKAX
K'M MNnPx25 Mpn Temnepatype ot +2°C pgo +8°C B | B TeyeHue 2 mecsaueB
KM PPOA XOJIOAMNBbHBIX Kamepax UAu B XONI0AU/IbHUKAX

cnAl PPK

KAl PPX

KK TMb

Cp B TeyeHue

YCTAHOBJIEHHOI0 CpoOKa
rogHOCTH, YKa3aHHOIo Ha
3TUKETKE KOMIMOHEHTa

YCN0BMA U CPOKM XPaHEHUA rOTOBbIX paboyMx pacTBOPOB

Pa6oumi pacteop | Mpn Temneparype ot +18°C go +25°C He 6onee 4 v

MNnPx25 Mpu Temnepartype o1 +4°C go +12°C He 6onee 24 4

Pabouee passegenue | Mpu Temnepatype ot +9°C pgo +25°C B | He 6onee 15 MUH
KOHblOorarta 3alUMILEHHOM OT CBETA MecTe

Paboune pacTBopbI: XpaHeHWIo He NoANEKMUT

CnAT, KAT, TMB

BHUMAHMUE! Nepep ncnonbsosaHnem gpnakoHbl ¢ K*M, cnAll, KA, KK, MNPx25,
PMPO, PPOA, PPK - MHTEHCMBHO BCTPAXHYThb.

PacTteopbl PIPO, PPOA, PPK, CP nocTtaBnAl0TCA B rOTOBOM BUAE.

Pacyet Heo6xo4uMbIX 06BHEMOB peareHToB B 3aBUCMMOCTM OT KOJIMYeCTBa
MCNOIb3yEeMbIX CTPUMNOB YKa3aH B Tabaumue Ne2,
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Ta6nmua Ne2

Yucno McnonbsyemMbix CTPUNOB B NOCTAHOBKE
2 4 | 6 | 8 | 10 ‘ 12
Pa6ouuit pacteop MNP
KoHueHTpar lPx25, mn 4,0 8,0 12,0 16,0 20,0 24,0
AuctnnnnpoBaHHaa Boga, Mma | 4o 100 | 7o 200 | go 300 | no 400 | go 500 | go 600
Pa6ounn pacteop cnAr
CNAr, MKn 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | p0o3,0 | po4,0 | po 5,0 no 6,0
Pa6ouui pacteop KAr
KAr, MKN 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | po3,0 | po4,0 | go 5,0 0o 6,0
Pa6ouuit pacTBOp KOHblOraTa
KK, MKn 20 40 60 80 100 120
PPK, mn 8020 | po4,0 | po6,0 | no 8,0 | po 10,0 | po 12,0
Pa6ouun pacteop TMb
TMB, MKn 200 400 600 800 1000 1200
PPX, mn po2,0 | no4,0 | po6,0 | 1o 8,0 | .0 10,0 | no 12,0
CP
CP, mn ‘ 1,0 ‘ 2,0 ‘ 3,0 ‘ 4,0 ‘ 5,0 ‘ 6,0

6.1. NMpurotoBneHue paboyero pacteopa P gna npomMbiBaHMA NJAHLWETOB.

Coaepkumoe diakoHa C KOHUEHTpaToM pactBopa [MPx25 MHTEHCMBHO BCTPAXHYTb.
Mpu BbiNaAeHUM B KOHLEHTpaTe KPUCTaJIJIOB, €ro cielyeT nporpeTtb npu TemMnepatype
ot +35 °C go +37 °C g0 NONHOro pacTBOpEHUA.

B coOTBETCTBMM C YUC/IOM MCMONb3YEMbIX CTPUNOB HEOOXOAMMOE KOJIMYECTBO
KOHUeHTpata pactBopa [IPx25 nepeHecTM B  MEpHYID €MKOCTb, JOBeCTH
AUCTUNIMPOBaAHHOM BOAOM 10 YKa3aHHOro o6bema (Tabn.Ne2) 1 TwartesibHo nepemeluaTsb.
[0TOBbLIM pacTBOp XpaHMTb He 6osiee 24 4 npu TeMnepatype oT +4°C ao +12°C unm 4 yaca
npu Temnepartype ot +18°C go +24°C.

6.2. MpurotoBaeHne pabo4yero pacteopa cnArl.

Coaepxxumoe dnakoHoB cnAl 1 PPOA MHTEHCMBHO BCTPAXHYTb. B cooTBeTCcTBMM C
YUC/ZIOM MCMOJIb3yEMbIX CTPUMOB HEO6XOAMMOE KOAMYecTBO CnAr cmewatb ¢ PPOA
(Ta6n.Ne2). TwarenbHoO nepemMellathb.

Pa6ounit pactBop cnAl He XpaHUTb!

6.3. NMpurotoBneHne paboyero pacrsopa KAI.

Copepxmnmoe dnakoHoB KAl U PPOA MHTEHCMBHO BCTpAXHYTb. B cooTBeTCTBUMU C
YUCJIOM MCMNOJIb3YyEMbIX CTPUMNOB HEOOXOAMMOE KOAMYecTBO KAr cmewartrb ¢ PPOA
(Ta6n.Ne2). TwarenbHO NnepemeLlaTtsb.

Pa6oumm pactBop KAl He XpaHUTb!



6.4. MNMpurotosneHue paboyero pasBeaeHMA KOHblOraTa.

Copepxmnmoe dnakoHa KK 1 PPK MHTEHCMBHO BCTPAXHYTb. OTOOpaTb HEO6X0aMMOe
Kom4ecTBo 13 Npobmpkn KK (Taba.Ne2) 1 fo6aBUTb COOTBETCTBYIOLWEE KoandecTso PPK.
TwarenbHoO nepemellaTb.

[OTOBbIM pacTBOP paboyero pasBeAeHMA KOHblorata XpaHuTb He 6osiee 15 MMH npu
Temnepatype ot +9 °C go +25 °C B 3aWmeHHOM OT CBeTa MecTe.

6.5. lNMpurotosneHne paboyero pacrsopa TMb.

OTob6patb HeobxoaumMoe KonmnyectBo TMB (Tabn. Ne2) M 406aBMTbL COOTBETCTBYHOLLEE
KonmnyecTBo PPX. TuwatenbHo nepemellatb. [OTOBbIM pacTBOP XPaHEHMIO HE NOANEKMT.

BHUMAHUE! TMocyay M HaKOHEYHMKU MUNETOK, KOHTaAKTMpYyKLMe C paboyum
pacteopoM TMb u ero KomnoHeHTamu (PPX un TMb), Henb3Aa oTMbIBaTb C
NPUMEHEHMEM CHMHTETUYECKMX MOKLWMUX CPEACTB, MOCKOJIbKY MX OCTaTO4YHble
KOo/IM4ecTBa MNMPUBOJAT K HEKOHTPOJIMPYEMOMY Pas/lo’KeHMI0 XPOMOreHa B Xopje
NepoKcMaasHoOM peaKkuuu. WM3beratb KOHTaKTa pabouyero pactBopa TMB c
MeTanlaMM.

7. MPOBEAEHUE AHAJIU3A

OcBO6OAUTL MJIAHLLET U3 YNAKOBKM U OCTaBUTb B paMKe HEOOXOAMMOE KOIMYECTBO
cTpmnoB. OcTanbHble CTpUMbl MOMECTUTb 06pPATHO B MaKeT U XPaHUTb B COOTBETCTBUU C
YC/IOBUAMM, YKasaHHbIMM B Tabamue Nel. Kpatkaa cxema nposegeHua HUOA
npeAcTaBNAeHa B KOHUE MHCTPYKUMM, CTP. 12 (MCMOnb3yMTe 3Ty CXEMY TOJIbKO Moc/e
MOJIHOrO O3HAKOMJIEHMA C MHCTPYKUMEN).

7.1 BHeceHMe KOHTPOJIbHbIX M UCMbITYyeMbIX 06pa3LoB.

Ana Kaxaoro uccnegyemoro obpasua MCnosib3oBaTb ABe MapasjiefibHble JIYHKM,
o603HavYaemble B AanbHenwemM Kak C-nyHKa 1 K-nyHKa (cm. Tabamuy Ne3).

Tabnuua Ne3
CxeMa BHeCeHMA KOHTPOJIbHbIX 1 UCMbITYeMbIX 06pasL,oB

1 2 3 4
A KM KM Ne 5 Ne 5
B KM KM Ne 6 Ne 6
C K*M K*M Ne 7 Ne 7
D K*M K*'M Ne 8 Ne 8
E Ne 1 Ne 1 Ne 9 Ne 9
F Ne 2 Ne 2 Ne 10 Ne 10
G Ne 3 Ne 3 Ne 11 Ne 11
H Ne 4 Ne 4 Ne 12 Ne 12

C-nyHKM  K-nyHKM  C-NyHKM K-nyHKM

BHecTu BO BCe NyHKM nnaHweTa no 90 mxkn PPOA.

B aBe C-nyHKM 1 B aBe K-nyHKM BHECTM No 10 MKA KaXXA0ro KOHTPOJIbHOro obpasua
(K*M 1 K'M).

B ocrtaBwueca nyHkn BHecTM no 10 Mkn 10-KpaTHO pasBefeHHbIX UCCeayeMblX
o6pasLoB U3 nnaHweTa ANA npeasBapuTesibHoro passegenua (cm. n. 5). BHUMAHMUE:
KaXXAblM o6pasel TecTMpyeTcs B napansiebHbix C- u K-nyHkax.
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UHKy6auma. MnaHweT 3aKNenTb NAEHKOM M MHKYOGMPOBATb B TeyeHue 60 MMH npwu
Temneparype +37 °C.

Mpu MHKy6auumn He pacnoJiaratb NJaHWeETbl CTONKOM!

7.2. lpoMbiBaHue.

Yaanntb XMAKOCTb M3 JIYHOK C MOMOLLbIO annaparta A/ NPOMbIBaHMA MIaHLIETOB.
MpoMbITb NiaHweT 3 pasa paboymm pactBopoMm P (cm. n. 6.1.), BHOCA €ro B NyHKM MO
400 MKN U BblaepXMBaA B JIyHKax He meHee 20 c.

BHUMAHUE! HepgocTtaTto4yHOEe NpOMbIBaHME JIYHOK MJIAHLWWETOB MOXET NPUBECTHU
K MOJIYYEHMUIO NIOXKHbIX pe3y/ibTaToB.

7.3. BHeceHMe paboumx pacteopoB cnAll u KAT.

Bo Bce C-nyHKM nnaHweTa BHecTH no 100 MkAa cnAl B paboyem pasBegeHmn (CM. n.
6.2.).
Bo Bce K-nyHKM nnaHweTa BHecTn no 100 MKn KAl B paboyem passegeHnn (CM. M.
6.3.).
UHKy6auma. MnaHWeT 3aKNeUTb MIEHKOM U MHKYOUpOBaTb B TeyeHue 60 MUH npu
Temnepatype +37°C. Mpu MHKy6auMmu He pacnosiaraTb nJiaHWeTbl CTONKOM!

7.4. lpoMbiBaHue.

[MoBTOpPMTE NpoLueaypbl, ONUCaHHbIE B M. 7.2.

7.5. BHeceHu1e paboyero pasBefeHMA KOHblOraTa.

Bo Bce nyHKku nnaHweTta BHecTn no 100 MKA paboyero pasBefeHUA KOHblorata (CM.
n. 6.4.).

UHKy6auma. MnaHwWeT 3aKNenTb NIEHKOM M MHKYOMpOBaTb B TeyeHue 60 MMH npu
Temneparype (+37+1)°C.

7.6. lNpoMbiBaHue.

Yaanntb XUAKOCTb M3 JIYHOK C MOMOLLbIKO annaparta A/ NPOMbIBAHWUA MIaHLIETOB.
MpombITb NnaHweT 5 pa3s pabounm pactsopom MNP (cM. n. 6.1.), BHOCA €ro B JIYHKKU NO
400 MKN U BblaepMBas B JIyHKax He meHee 20 c.

7.7. BHeceHMe paboyero pactsopa TMb.

B Kaxayt NyHKY nnaHweta BHect no 100 Mkn paboyero pactBopa TMbB (cm. n.
6.5.). MNnaHweT noMecTUTb B 3alUMLLEHHOE OT CBEeTa MecTo Ha 15 MMH Npu Temnepartype
ot +15°C pgo +25°C.

7.8. BHeceHue CP.

OCTaHOBMTb NEPOKCUMAA3HYIO peaKLMio NyTeM BHECEHMA BO BCe NIYHKM no 50 mkn CP
M HEMeAJIEHHO NPOBECTM YYeT pe3y/ibTaToB.

8. PETUCTPALUMA U UHTEPNPETALUUA PE3Y/IbTATOB

N3mepeHne onTuyeckon naoTHoctu (Ol) npoBoAMTb MpU ANMHE BOJHbI 450 HM.
PekomeHayemasa gsiMHa BoHbI cpaBHeHUA (620-650) HM. BoiBeaeHue cnekTpodoTomeTpa
Ha Hy/J1IeBOM YPOBEHDb («6J1aHK») BO3MOXKHO OCYLLECTB/ATb MO BO3AYXY.

8.1. Pe3ynbTaTbl M3MEpPEHUA, MNOJIyYEHHbIE Ha KOHTPOJIbHbIX O6pasuax AOJIKHbI
YyAOBNETBOPATb CNeAYOWMM TpeboBaHUAM:

cpeaHee 3HaveHue Ol B C-nyHkax ¢ K*M He meHee 0,60
cpeaHee 3HayveHne Ol B K-nyHKkax ¢ K'M He 6onee 0,20
cpegHee 3HayeHue Ol B C-nyHkax ¢ KM He 6onee 0,20
cpeaHee 3HayeHue Ol B K-nyHKax ¢ K'G He 6onee 0,20




BHMMAHME! Mpu nonyvyeHnn MHbIX NOKasaTenen ucciaenoBaHme NoBTOPUTD.

8.2. Paccuntatb cpegHee apudpmeTmyeckoe 3HavyeHne ONcpK-M gna KM no asym C-
JIYHKam

Uccnepayembit  obpasel, CcyMTaeTca  MOJIoXKMTENbHbIM, ecan Ol ob6pasua
COOTBETCTBYET BCEM HUXKE NepeynC/IEHHbIM MYHKTaM:

1. Ol o6pa3uya B C-nyHke 2 0,35

2. Ol o6pasua B C-nyHKe > 3x OlMcpK'M

3. Ol o6pasua B C-nyHKe > 3x Ol o6pa3ua B K-nyHKe

4. O o6pa3sua B K-nyHke < 0,3 o.e.

Echv ON ana vccnepgyemoro obpasua B K-nyHke npesbiwaeTt 0,3 o.e., TO TaKoM
pe3y/sbTaT pacCMaTpMBAETCA KaK HeonpefesieHHblM M PEKOMEHAYETCA WMCCAeoBaTb
obpa3seL, NOBTOPHO B3SITbIM Y TOr0 e naumeHTa yepes Hegento. OUueHKY pesy/ibTaToB
cnepyet NpoBOAUTb HAa OCHOBaHMM CPaBHEHMA MCCAeAO0BaHMA CbIBOPOTOK OT OAHOIO
nauyeHTa Ha o4HOM pabodem nnaHwete. [py NOBTOPHOM MOJYyYEHUU COMHUTENBHOIO
pe3y/nbTaTa peKOMeHAYyeTCA TeCTMpPOBaTb 3TW 06pasLbl ApYrMMU METOAAMM.

[Mpy HEOBXOAMMOCTM BO3MOXKHO onpeaeneHme Tutpa IgM-aHTuTen B uccneayembix
CbIBOPOTKax. TUTPOM aHTUTEN ABNAAETCA nocnejHee pasBefeHue CbIBOPOTKMU, MpuU
KOTOPOM pe3y/ibTaT aHaau3a ABJAeTCA MNONOXUTENbHbIM. OueHKY pe3ysibTaToB
ANArHOCTUYECKMX MCCNeA0oBaHMM CneayeT NpoBOAMTb Ha OCHOBaHUMM CpaBHEHUS TUTPOB
MapHbIX CbIBOPOTOK OT OAHOM0 MauMeHTa, onpeaesieHHbIX Ha OAHOM paboyem MnaaHLweTe.
BbiaBNeHHAA CEpPOKOHBEPCMA MOXKET CBMAETENbCTBOBATb O HA/MUYMKM  NEPBUYHOM
MHpeKLMM. B TakoM cydae obpasubl peKOMeHAYyeTCA UCCneaoBaTb Ha cogepkaHue IgG-
aHTUTeN.

9. YCN10BNA XPAHEHUA U SKCNZIYATALUUN HABOPA

Habop TpaHCnopTMpYIOT U XpaHAT B cooTBeTCTBMMU C CaHlunH 3.3683-21 (XLVIII) npu
Temnepatype ot +2°C po +8°C. 3amopaxkumBaHMe He ponyckaetca. Jonyckaetca
TpPaHCNOPTUPOBAHWE B TeYEHUe 3 CYTOK npu Temneparype ot +9°C go +25°C.

YcnoBua oTnycka: Asa AMarHOCTMKM in vitro B ne4yebHO-NpodUAaKTUYECKUX WU
CaHUTAPHO-MPOTMBO3NMUAEMUNONOTMYECKMX YUPEKAEHUAX.

10. CPOK TOAHOCTHU
Cpok roaHoctu Habopa 12 MecaueB. Habop C MCTEKWMM CPOKOM rOAHOCTM
NPUMEHEHMIO HE MOANEXKMUT.

11. TAPAHTUMHbBIE OBA3ATE/IbCTBA

Mpou3BoauTENb rapaHTUPYeT COOTBETCTBUE BbIMyCKAEMbIX M3AeMIA Tpe6oBaHMAM
HOPMATUBHOM M TEXHUYECKOM AOKYMEHTaLMM.

Be3sonacHoCcTb M KayecTBO M34eNMA FapaHTUPYTCA B TEYEeHMe BCEro CpoKa
rOAHOCTM.

Mpon3BoAMTENb OTBEYAET 3a HEAOCTATKU M3AE/INA, 3a UCKIYEHMEM AedeKTOoB,
BO3HMKLLMX BCNEACTBME HApYLUEHMA NPaBWA MOJIb30BaHWUS, HEHaA/eXaluX YC/10BMM
TPAHCNOPTMPOBAHMA M XpPaHEHWs, AEMUCTBMSA TPETbUX JIML, HEMPEOAO/MMOM CUJbI.
MpousBoauTenb 0653yeTcs 3a CBOM CYET 3aMEHWUTb WM3JeNMe, TEeXHUYECKUe U
(pyHKUMOHA/IbHbIE  XapPaKTEPUCTMKM  (NOTPEBUTENIbCKME  CBOMCTBA) KOTOPOro He
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COOTBETCTBYIOT HOPMATMBHOM M TEXHMYECKOM [JOKYMEHTAUMM, €CAM YKasaHHble
HeJO0CTaTKU ABUJIUCb CNeACTBMEM CKPbITOro gedeKkTa MaTepuasioB MAN HEKAYECTBEHHOIO
M3roTOBJIEHMUA U3AENUA MPOU3BOAUTENEM.

PeknaMmaumMm Ha Ka4vyectBo Habopa HeobxoaMmMo HanpaBnsate B AO bBTK
«buocepsuc» no agpecy: 115088, r. Mocksa, a/a 20, Ten.+7(495)142-5605,

E-mail: info@bioservice.ru.

KoHcynbTaumio cneymanmucta no pa6otre ¢ HA6OPOM MOXKHO MOJIyYMTb MO Tel.
+7(495)142-5605
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KpaTtkasa cxema nposegenna MDA gna Habopa peareHToB «BUMOCKpUH-KCI -IgM»

TepMocTar (MpoAo/BKUTENBHOCTb aHasm3a: 3 4 30 MMH)

BHecTuU:

war 1: no 90 Mkn PPOA;
war 2: no 10 Mkn KK'M n K'M;
no 10 Mkn 10-KpaTHO pa3BeAeHHbIX aHa/IM3UPYEMbIX 0Opa3LIOB.

NHKy6GMpoBaTb:

60 M1H npu +37 °C.

MpOMbITb:

3 pa3a pabo4ymm pactsopom [P no 400 mKn.

BHecTu:

no 100 Mkn paboyero pacteopa crnAl' B C-/1yHKM
no 100 Mkn paboyero pacteopa KAl B K-lyHKM.

NHKyOMpoBaTh:

60 M1H npu +37 °C.

MpOMbITb:

3 pasa pa6ounm pactesopom P no 400 mKkn.

BHecTu:

no 100 MKN pa6boyero passeAeHne KoHblorara.

NHKyOMpoBaThb:

60 M1H npu +37 °C.

MpOMbITb:

5 pa3 pa6oumm pactesopom [P no 400 MKn.

BHecTu:

no 100 Mkn paboyero pactesopa TMb.

NHKyOMpoBaThb:

15 MWH nNpu +15 - +25 °C, B TeMHoTe.

BHecTu:

rno 50 mkn CP.

N3mepuTtb Ol1:

npu 450 HM (A1MHa BOHbI cpaBHEHUA 620-650 HM).
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